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The MAILING DA TE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )£3 Responsive to communication(s) filed on 06 Mav 2004 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) 1^5 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) £3 Claim(s) 1-5 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)IEl All b)D Some * c)D None of: 

1 -O Certified copies of the priority documents have been received. 

2.^ Certified copies of the priority documents have been received in Application No. 09/865.483 . 
3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) El Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) □ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date 12/4/03 . 6) □ Other: . 
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Claims 1-5 are pending in this application. 
35 U.S.C. § 101 reads as follows: 

"Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter or any new and useful improvement thereof, may obtain a patent 
therefore, subject to the conditions and requirements of this title". 

Claims 1-3 are rejected under 35 U.S.C. § 101 because the claimed invention is directed 

to non-statutory subject matter. The cDNA, as claimed, has the same characteristics and utility 

as that found in nature and therefore does not constitute patentable subject matter. In the 

absence of the hand of man, the naturally occurring DNA is considered non-statutory subject 

matter. Diamond v. Chakrabartv . 206 USPQ 193 (1980). Additionally, mere purity of a naturally 

occurring product does not necessarily impart patentability. Ex parte Siddiqui . 156 USPQ 426 

(1966). However, when purity results in a new utility, patentability is considered. Merck Co. v. 

Chase Chemical Co. . 273 F. Supp. 68 (1967). See also American Wood v. Fiber Disintegrating 

Co. . 90 US 566 (1974); American Fruit Growers v. Brogdex Co. . 283 US 1 (1931); Funk Brother 

Seed Co. v. Kalo Inoculant Co. . 283 US 127 (1984). Amending the claims to recite a purity 

limitation is suggested to obviate this rejection. Suggested language is "An isolated cDNA 

encoding..." 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

The specification is objected to under 35 U.S.C. § 1 12, first paragraph, as failing to 
provide an enabling disclosure. 
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It is apparent that the E. Coli transformant DH5a/YRC-pCRA9Lv (KCTC 1 01 1 BP) and/or 
the vector pCRA9Lv are required to practice the invention as set forth in instant claims 4 and 5. 
Since the vector and/or transformant are essential to the claimed invention they must be 
obtainable by a repeatable method set forth in the specification or otherwise be readily available 
to the public. The claimed transformant and vector are not fully disclosed, nor have they been 
shown to be publicly known and freely available. The enablement requirements of 35 USC 112 
may be satisfied by deposits of the above mentioned transformant. The specification does not 
disclose a repeatable process to obtain the vector. Accordingly, it is deemed that a deposit of 
DH5a/YRC-pCRA9Lv should have been made in accordance with 37 CFR 1.801-1.809. 

It is noted that applicants have deposited DH5cc/YRC-pCRA9Lv (KCTC 1011 BP) but 
there is no indication in the specification as to public availability. If the deposit was made under 
the terms of the Budapest Treaty, then an affidavit or declaration by applicants, or a statement 
by an attorney or record over his or her signature and registration number, stating that the 
specific strain has been deposited under the Budapest Treaty and that the strain will be 
irrevocably and without restriction or condition be released to the public upon the issuance of a 
patent, would satisfy the deposit requirement made herein. 

If the deposit has not been made under the Budapest treaty, then in order to certify that 
the deposit meets the criteria set forth in 37 CFR 1.801-1.809, applicants may provide 
assurance of compliance by an affidavit or declaration, or by a statement by an attorney or 
record over his or her signature and registration number, showing that: 

(a) during the pendency of this application, access to the invention will be afforded to the 
Commissioner upon request; 
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(b) all restrictions upon availability to the public will be irrevocably removed upon granting 
the patent; 

(c) the deposit will be maintained in a public depository for a period of 30 years or 5 years 
after the last request or for the effective life of the patent, whichever is longer; and 

(d) the deposit will be replaced if it should ever become inviable. 

Claims 4 and 5 are rejected under 35 U.S.C. § 112, first paragraph, for the reasons set 
forth in the objection to the specification. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Laurie Scheiner, whose telephone number is (571) 272-0910. Due to a 
flexible work schedule, the examiner's hours typically vary each day. However, the examiner 
can normally be reached Monday thru Friday. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, James Housel, can be reached on (571) 272-0902. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group 1600 receptionist whose telephone number is (571) 272-1600. 

Correspondence related to this application may be submitted to Group 1600 by facsimile 
transmission. The faxing of such papers must conform with the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). Official communications should be directed toward 
the following central fax number: (703) 872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 



Application/Control Number: 10/726,555 Page 5 

Art Unit: 1648 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at (866) 217-9197 (toll-free). 

Laurie Scheiner/LAS 
September 4, 2004 



LAURIESCHBNEB 
PRMftRY EXAMINER 



